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DETAILED ACTION 

1 . Applicant's amendment and remarks, filed 7/15/09, are acknowledged. 
Claims 284-288, 290, 292-293, and 295 have been cancelled. 
Claims 164 and 307-309 have been amended. 

Claims 310-328 have been added. 
Claims 164, 177, and 307-328 are pending. 

Claims 312-315 and 324-328 are withdrawn from further consideration by the 
examiner, 37 CFR 1 .142(b), as being drawn to a non-elected invention. With regard to 
claim 316, it is noted that the reference to claim 177 appears to be a typographical error 
and it is assumed that the claim should depend from claim 313. This is assumed since 
claim 316 refers to "the aptamer" and not to an antibody as recited in claim 177 from 
which it depends. Additionally, the subject matter of claim 31 6, as it pertains to antibody 
containing kits is already set forth in claim 309. Therefore, claim 316 is also withdrawn 
as being drawn to non-elected subject matter (i.e. aptamer containing kits). 

Claims 164, 177, 307-311, and 317-323 are being acted upon. 

2. Upon reconsideration and in view of Applicant's amendment and remarks, the 
rejection of the claims under 35 U.S.C. 102 as being anticipated by U.S. Patent 
Application publication 2003/0124616 is withdrawn. Specifically, the '616 publication 
teaches antibodies specific for homocysteinylated albumin, and not antibodies specific 
for cysteinylated albumin, as recited in the instant claims. 

3. The rejection of the claims under 35 U.S.C. 1 1 2 first paragraph is withdrawn in 
view of Applicant's amendment to the claims. 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 164 stands rejected, and claims 310 and 317-318 are rejected under 35 
U.S.C. 102(b) as being anticipated by Doyen et al., 1985, as evidenced by Glowacki et 
al., 2004 (of record). 

As Set forth previously, Doyen et al. teach monoclonal antibodies specific for human serum albumin. 
Doyen et al. also teach that the antibodies are specific for several different albumin epitopes, including epitopes 
residing between residues 124-298, residues 308-496, and residues 496-585 (see page 8 in particular). As 
evidenced by Glowacki et al., albumin exists in the circulation as two major forms, including albumin-Cys34-S-S-Cys 
(i.e. cysteinylated albumin). Thus, cysteinylated albumin is identical to albumin, except for the presence of a 
disulphide bonded cysteine residue at amino acid residue 34. Therefore, the antibodies taught by Doyen et al. would 
inherently bind to cysteinylated albumin, since it comprises an identical amino acid sequence to albumin over amino 
acid residues 124-598. Doyen et al. also teach using the antibodies for various immunological detection assays. 

Applicant's arguments filed 7/15/09 have been fully considered, but they are not 
persuasive. 

Applicant argues that cysteinylated albumin has a disulfide bonded cysteine 
residue at amino acid residue 34, whereas non-cysteinylated albumin does not contain 
this cysteine. Thus, Applicant notes that not all antibodies specific for non-cysteinylated 
albumin would bind cysteinylated albumin, and vice versa, since such antibodies may 
specifically recognize an epitope that includes the Cys34 residue. Thus, Applicant 
concludes that the requisite degree of certainty to establish inherently is not present. 

As noted by Applicant, native albumin and cysteinylated albumin differ at residue 
34, with cysteinylated albumin containing a disulfide bonded cysteine at residue 34. 
Thus, antibodies that recognize an epitope containing the Cys34 residue of native 
albumin might not recognize cysteinylated albumin that contains a modification of this 
residue. However, Applicant's arguments are not applicable to the instant rejection, 
since Doyen et al. teach that the epitope specificity of the albumin specific antibodies 
resides well outside of the region comprising the modified Cys34 residue. For example, 
Doyen et al. teach several antibodies that bind to an epitope found in an albumin 
fragment containing only residues 299-585 (i.e. the antibodies bind in the complete 
absence of Cys34 and thus do not require any particular structure at Cys34 for binding, 
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see Table 1 in particular). Thus, said antibodies would inherently bind to cysteinylated 
albumin, since Doyen et al. disclose that they bind an epitope found in amino acids 299- 
585 of albumin, which are identical in both native and cysteinylated albumin. 
5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time the invention was made to 
a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

Claims 164, 177, and 307-309 stand rejected, and claims 310, and 317-322 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over Doyen et al., 1985, in view 
of US Patent 5,198,340, as evidenced by Glowacki et al., 2004 (all of record). 

As Set forth previously, The teachings of Doyen et al. and Glowacki et al. are described above. 
They do not teach a kit comprising the albumin specific antibodies. 

The '340 patent teaches that, as a matter of convenience, antibodies for immunological detection assays 
can be packaged in the form of a kit, along with instructions for carrying out the assay. 

Therefore, it would have been prima facie obvious to one of ordinary skill in the art at the time the invention 
was made to provide the albumin specific antibody used for immunological detection assays, as taught by Doyen et 
al., as a part of a kit, as taught by the '340 patent. The ordinary artisan at the time the invention was made would 
have been motivated to do so since the '340 patent teaches the convenience of packaging reagents necessary for 
performing an assay together in the form of a kit. 

Furthermore, regarding the limitations of instructions specifying an intended use of the claimed kit (i.e. for diagnosing 
ischemia or multiple organ failure), where the only difference between a prior art product and a claimed product is 
printed matter that is not functionally related to the product, the content of the printed matter will not distinguish the 
claimed product from the prior art (see MPEP 21 12.01 ). 

Applicant's arguments filed 7/15/09 have been fully considered, but they are not 
persuasive. 

Applicant argues that the cited references do not teach or suggest the antibodies 
of the claims for the reasons set forth above. 

However, the antibodies of Doyen et al. are the same as the antibodies of the 
instant claims for the reasons set forth above. 



6. 



The following are new grounds of rejection necessitated by Applicant's 
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amendment. 

7. Claims 31 1 and 323 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Doyen et al., 1985 (of record), in view of Gavilondo et al., 2000, as evidenced by 
Glowacki et al., 2004 (of record). 

The teachings of Doyen et al. and the evidentiary teachings of Glowacki et al. are 
described above. 

Doyen et al. do not teach antibody fragments. 

Gavilondo et. al teach that antibody fragments retain specificity and affinity and 
can be readily produced with a very high yield using a recombinant expression system 
(see page 133 in particular). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time the invention was made to make antibody fragments, as taught by Gavilondo et 
al., of the albumin specific monoclonal antibodies taught Doyen et al. One of ordinary 
skill in the art at the time the invention was made would have been motivated to do so, 
and have a reasonable expectation of success, since Gavilondo et. al teach that 
antibody fragments retain specificity and affinity and can be readily produced with a very 
high yield using a recombinant expression system. 

8. No claim is allowed. 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP § 
706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 CFR 
1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy E. Juedes, whose telephone number is 571-272- 
4471 . The examiner can normally be reached on 7am to 3:30pm, Monday through 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on 571-272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Amy E. Juedes 

Patent Examiner 

Technology Center 1600 

/Amy E. Juedes/ 

Patent Examiner, Art Unit 1644 



